City and County of San Francisco Department of Public Health

Dockets Management Branch
HFA-305

Food and Drug Administration
5630 Fishers Lane,

Rm. 1061

Rockville, MD 20852

October 22, 2002

RE: FDA's Request for Comment on First Amendment
Issues published in the Federal Register of May 16, 2002 (67 FR 34942)

To whom it may concern,

Please find a copy of a research study to be published in a forthcoming issue of AIDS describing
the potential adverse impact of direct-to-consumer medication advertising.

Persons who had the greatest exposure to these direct-to-consumer advertisements were most
likely to falsely believe that HIV was a less serious disease and believed that these medications
influenced a persons decision to engage in riskier sexual behavior. Finally, those HIV-infected
men who had the greatest exposure were most likely to engage in unprotected intercourse, a risk
behavior known to transmit HIV.

This is one of the few research studies to document the direct negative effects of direct-to-
consumer advertising.

We fully support the restriction of direct-to-consumer advertising and find no evidence of any
educational benefits to the consumer. It is incumbent upon the FDA to protect the public's health
and limit misleading and wasteful direct-to-consumer advertising. In addition, we call for
changes in regulation that would require an equal share of medication advertising to be used to
support local prevention efforts.

Sincerely,

Tty S

Deputy Health Officer
and

Assistant Professor of Medicine, University of California, San Francisco
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Division of STD Control 1360 Mission Street, Suite #401 San Francisco, CA 94103
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Are HIV drug advertisements contributing to
increases in risk behavior among men in San
Francisco, 20012

Jeffrey D. Klausnes?, Andrea Kim¥ and Charlotic Kent®

In winter 2001, we guantfied exposure to HIV
medication dircct-to-consmner adverrising and
its relationship to attitudes and behaviors among
sexually transmittcd disease clinic attendees. We

-

found that homosexual men frequentdy saw HIV
medication advertisements. HIV-positive homo-
sexual men with greater advertisement sxposure
believed HIV was a less serious discase. All men
believed these adverdsements influenced an indi-
vidual’s decision to have unprotected sex. HIV-
positive homosexnal men with greater advertise~
Inent exposurc may be more likely to bave
unprotected anal inrercourse.

Several smudies have sugpested thac HIV treatmenc
optimism raay play a role in increasing the vates of
unsafe sex among gy mcn and men who have sex with
men {1~4]. Whereas direct~ta~-consumner (DTC) adver-
deiny campaigns for antirercovial HIV drugs saive o
increate the awarensss of the potendal benefics of HIV
therapy, there may be woward effects of this DTC
adverdsing. A recent publicaton described ‘what
Americans are belng sold in direct-to-consumer (DTC)
advertisementx for prescription drugs’, buc filed 1o
quindfy the effects that DTC advertisemenn may have
in specific populationt [5], We sought to quantify these
cffects in 2 population with porential high cxposure to
cerrin DTC advermising, and measured the reladonship
berween exposure and reposted anicudes and behaviorn.

Frum February to July 2003, we swrveyed men axend-
ing the San Prancisco municipal sexually transmiteed
disease (STD) clinic regarding sexual practces, HIV
staras, exposure to HIV phanmaceudical adverdsements
and atdrudes towards che seriousnes of HIV and 2
decision to have unprotectzd sex. The survey was an
anonymous, felf-administered convenicnce sample of
Y97 men, 53% of whom wete heterosexual. We com-
pared results beoween heteroscxual (n=527) and
homuosexval men (n = 468) and between bomosexual
men by HIV status (BIV ncgadve 300; HIV positive
75) by frequency of exposure o HIV pharmaceutical
adverdsements. We defined seeing adverdsements at
leasc weckly as frequent exposure versus monthly,
rarely or never seeing advertisements as infrequent
cxposwre. The mean age of respondents was 32 years,
49% were white and 84% had completed at lezst some
college educarion.

Amorg homosexual men, 76% reported sccing HIV
deug adverdisements that porrayed men who are
bealthy, handsome and sgong cither daily or weckly
vertus only 38% in hetcrosexual men (P < 0.05),
Whezeas the frequancy of exposure did not appear to
affect men’s belicf in the seriousness of HIV by sexusl
cricnndon, HIV-posidve homosexval men who saw
adverdsements at Jeast weekly were six dmes more
Lkely to believe that HIV was less serions compared
with HIV-pesdtive homosexual men who saw adver-
dsements lags frequently (36 versns 6%, P < 0.03).

Regardless of sexual oddentadon, those with more
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frequemt exposure (o the advortsemeuts were more
likely to aygee that the adverdsements affecred an
individual’s dacision to have unprotecred gex compared
with men with less exposure (63 versas 42% in
homosexual and 69 versus 56% in hererosaxual men,
P <001, respectively). ln addidon, among HIV-
potidve homoscrual men with frequent advertisement
exposarc, 58% repurted thar these advertisements
affecced an individual's decisicn to have uaprowcted
sex versus only 13% in chosc Jest frequendy exposed
(P <0.01).

Finally, we found no diference between homosexual
and heterosexual men in reportzd unprorecred vaginal
or anal sex by adverrisement exposure, Within homo-
sexxual men, however, HIV-posidve respondents with
frequentr advertitement exposurc more often
unprotected amal sex compared with HIV-positive
respondengs with infraquent exposure (27 versus 17%,
P<04).

We concluded chac during the survey pedod homa-
sexual men ip San Francises seen at the munidpd STD
clinic were frequendy 2xposed to HIV pharmaceudcal
advertisements. HIV-posidve bomosexual men with
greater exposure to the adverdsemenn believed that
HIV is 3 lexs seziovs diszase, and both hererosexual and
homosexusl men belicved thar these advertisemencs
influence an individual’s dedidon to have unprotected
sex, Finally, HIV-posidve homosexual men with great-
et expasure to thene advertisements may be more ikely
™ cngage in unprotected anal intcrcourse.

This study demonsmated thar DTC HIV pharma-
ceudeal adverdsing afeces healch belies at the popu-
ladon level and nmay influence individaal bchavion.
Subszquent to che preliminary repore of chese daex, the
Foogd and Drug Administration issued an advisory lewer
o HIV pharmaccutical manuficturers instructing them
to change DTC moaterials to convey that HIV medica-
dons ncither cure HIV infecdon nor reduce its tans-
mission, and thar individual medicadons muse be raken
only in combinadon with other drags for HIV infac-
tion. Farthermore, the Food and Drug Administration
lecer atated that the images used in DTC promotional
acivities musc be gemenally represcntadve of patencss
with HIV infection and must not minimize significanc
side-effects.

San Francisco Department of Public Health, STD Pre-
vention and Contro! Scrvices, and 8AIDS Office, San
Francisco, California, USA.

Sponsorship: This work was supgorted by the City and
ounty of San Francisco.
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